
pi 



United States Patent and Trademark Office 



UNITED STATES DEPARTMENT OF COMMERCE 
United States Patent and Trademark Office 
Address: COMMISSIONER FOR PATENTS 
P.O. Box 1450 

Alexandria, Virginia 22313-1450 
www.uspto.gov 



APPLICATION NO. 


FILING DATE 


FIRST NAMED INVENTOR 


ATTORNEY DOCKET NO. 


CONFIRMATION NO. J 


09/680,946 


01/22/2001 


Francois Mallet 


028662.96 


1475 



25944 7590 05/11/2005 

OLIFF & BERRIDGE, PLC 
P.O. BOX 19928 
ALEXANDRIA, VA 22320 



EXAMINER 



FREDMAN, JEFFREY NORMAN 



ART UNIT 



PAPER NUMBER 



1637 

DATE MAILED: 05/1 1/2005 



Please find below and/or attached an Office communication concerning this application or proceeding. 



PTO-90C (Rev. 10/03) 



Offifpp Ant inn ftumman/ 


Application No. 

09/680,946 


Applicant(s) 

MALLET ET AL 


Examiner 

Jeffrey Fredman 


Art Unit 

1637 





The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)[X] Responsive to communication(s) filed on 19 January 2005 . 
2a)D This action is FINAL. 2b)B This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) [E Claim(s) 1-20 and 22-53 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) S Claim(s) 1-20 and 22-53 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 1 1 9 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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5) CD Notice of Informal Patent Application (PTO-152) 
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DETAILED ACTION 
Continued Examination Under 37 CFR 1.114 

1. A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .1 7(e), was filed in this application after allowance or after an Office 
action under Ex Parte Quayle, 25 USPQ 74, 453 O.G. 213 (Comm'r Pat. 1935). Since 
this application is eligible for continued examination under 37 CFR 1 .1 14, and the fee 
set forth in 37 CFR 1 .17(e) has been timely paid, prosecution in this application has 
been reopened pursuant to 37 CFR 1 .114. Applicant's submission filed on January 19, 
2005 has been entered. 

Reissue Information 

2. Applicant is reminded of the continuing obligation under 37 CFR 1.178(b), to 
timely apprise the Office of any prior or concurrent proceeding in which Patent No. 
5,817,465 is or was involved. These proceedings would include interferences, reissues, 
reexaminations, and litigation. 

Applicant is further reminded of the continuing obligation under 37 CFR 1 .56, to 
timely apprise the Office of any information which is material to patentability of the 
claims under consideration in this reissue application. 

These obligations rest with each individual associated with the filing and 
prosecution of this application for reissue. See also MPEP §§ 1404, 1442.01 and 
1442.04. 

3. Applicant is notified that any subsequent amendment to the specification and/or 
claims must comply with 37 CFR 1 .173(b). 
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Oath/Declaration 

4. The reissue oath/declaration filed with this application is defective (see 37 CFR 
1 . 1 75 and MPEP § 1 41 4) because of the following: 

The Oath filed on April 8, 2004 does not say that those signing this are the 
inventors nor does it say that the inventors reviewed the application, 
specification, and claims as amended. 

The Oaths filed January 22, 2001, April 16, 2001 and then the new Oath filed 
April 8, 2004 recite different errors being corrected. Therefore, it is unclear which 
specific error is being corrected. A new Oath is necessary which clearly points to one 
correctable error. 

Also, an amendment was filed April 4, 2005, subsequent to the most recent oath 
and a supplemental oath/declaration is required due to the amendment. 

5. In accordance with 37 CFR 1 .175(b)(1), a supplemental reissue oath/declaration 
under 37 CFR 1.175(b)(1) must be received before this reissue application can be 
allowed. 

Claims 1-20 and 22-53 are rejected as being based upon a defective reissue 
Oath under 35 U.S.C. 251 . See 37 CFR 1 .1 75. The nature of the defect is set forth 
above. 

Receipt of an appropriate supplemental oath/declaration under 37 CFR 
1.175(b)(1) will overcome this rejection under 35 U.S.C. 251. An example of acceptable 
language to be used in the supplemental oath/declaration is as follows: 

"Every error in the patent which was corrected in the present reissue application, and is not covered by 
a prior oath/declaration submitted in this application, arose without any deceptive intention on the part 
of the applicant." 
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Examiner's Statement for Reasons why the claims are free of the prior art 

6. Claims 1 -20 and 22-53 are free of the prior art. 

7. The following is an examiner's statement of reasons for allowance: There are 
several reasons why the claims are allowed. For claims 1-20 and 22-49, these claims 
require a denaturation or initial extension step where the sample is heated to a 
temperature in a range from 55-75 C. Singer-Sam uses AMV as the reverse 
transcriptase and from the previous prosecution with the Shimomaye reference, it is 
clear that the AMV reverse transcriptase rapidly loses activity as the temperature 
increases, with 50% incorporation at 50 C and 10% incorporation at 55 C (see page 27 
of Shimomaye). Consequently, the ordinary practitioner would not expect AMV to 
function at 55 C and there would therefore be no motivation to denature or extend at 
this temperature with the system of Singer-Sam. On the other end, the recently 
submitted Shaffer paper performs RT-PCR with only one enzyme, Taq polymerase, 
which has both DNA polymerase and reverse transcriptase activities. While Taq is 
certainly functional in the range of 60-75 C, Shaffer teaches a denaturation step at 94 C 
(see figure 1a). While this may not teach away from lower temperatures as used in the 
claims, there would be no motivation to denature in the lower temperature range of 60- 
75 C for Shaffer since 94 C will certainly do a better job of denaturing and since Taq is 
perfectly stable at 94 C. Therefore, an ordinary practitioner would have no reason to 
use a lower temperature that would not denature as well as 94 C and there is no 
motivation found in the art to suggest lowering the denaturation temperature of Shaffer's 
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assay to the range of 60-75 C. Therefore, claims 1-20 and 22-49 are novel and 
unobvious over the cited prior art. With regard to claims 50-53, Sellner teaches away 
from ratios of RT to Taq of 2 to 8, teaching that any higher ratio than 3:2 inhibits Taq 
activity. Therefore, claims 50-53 are not taught by Sellner or Singer-Sam and there is a 
teaching away from forming an obviousness rejection. Therefore these claims are also 
novel and unobvious over the cited prior art. 

Any comments considered necessary by applicant must be submitted no later 
than the payment of the issue fee and, to avoid processing delays, should preferably 
accompany the issue fee. Such submissions should be clearly labeled "Comments on 
Statement of Reasons for Allowance." 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jeffrey Fredman whose telephone number is (571)272- 
0742. The examiner can normally be reached on 6:30-3:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gary Benzion can be reached on (571)272-0782. The fax phone number for 
the organization where this application or proceeding is assigned is 703-872-9306. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-21 7-91 97 (toll-free). 
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Jeffrey Fredman 
Primary Examiner 
Art Unit 1637/ 




